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DETAILED ACTION 

This Non-Final Office Action is responsive to the communication received February 25, 

2008. 

Election/Restrictions 

Applicant's election with traverse of group II claims 21-33 is acknowledged. 

Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

The Office inadvertently included claims 31-33 in group II. Claims 31-33 should have 
been included in group I because claims 3 1-33 depend fi-om claims 10, 19, and 20 of group I. 

Claims 1-20 and 31-36 are withdrawn because the claims are drawn to the non-elected 
invention. Claims 21-30 are under examination in this Office Action. 

Information Disclosure Statement 
The information disclosure statement (IDS) submitted on January 11, 2005 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the Examiner. 

Claim Interpretation 

Claims are drawn to a method for detecting or isolating a PrP^^ signal fi-om a sample 

comprising adding a protease in the presence of detergent to a PrP'^'^^ containing sample to digest 
PrP*^ present in the sample, denaturing PrP'^'^'' remaining in the sample, applying the solution to 
the resin and eluting the PrP"^^ signal from the resin. The recitation of the PrP^^ signal is 
interpreted to refer to the PrP"^ molecule itself The specification does not provide a definition 
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for the recitation of the PrP'^'^^ signal. With regard to the PrP^'^ signal the current specification 
discloses: 

"[0014] This technology allows the concentration of PrP.sup.res signal from extremely 
dilute solutions, and the selective capture of PrP.sup.res signal from complex protein mixtures in 
which it is otherwise not detectable due to the presence of interfering substances." 

Thus in the absence of Applicant's definition of a PrP"^*^ signal, this recitation is 
interpreted to mean the detection of the PrP'^ molecule itself. 

It is noted that terms abnormal or pathogenic prion, PrP^*^ and the PrP'^ are used 
interchangeably in the art, the term PrP^*^ refers to the pathogenic scrapie form of prion protein 
which is a proteinase K resistant - PrP'^*^ form of prion protein. Thus the prior art detecting the 
abnormal or pathogenic prion, PrP^*^ and the PrP'^, detects the same abnormal prion protein as 
the PrP"^^^ referred to in the claims. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 25 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 25 contains blank spaces. Therefore the scope of the claim cannot be determined. 
Correction is required. 
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Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 

sale in this comitry, more than one year prior to the date of application for patent in the United States. 

Claims 21-23 and 25-30 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Sclimerr et al. (US Patent 6,150,172). 

Schmerr discloses a method for isolating the abnormal pathogenic form of prion protein 
PrP"^^^ comprising adding a proteinase K in the presence of SDS detergent to a PrP'^'^'' containing 
sample, denaturing PrP"^^^ remaining in the sample by boiling, eluting the PrP"^^^ on a Protein A or 
Protein G resin conjugated to an anti-PrP antibody and performing Western blot after the eluting 
step (see column 5, lines 59-67, column 8, lines 44-51, column 9, lines 4-21, Examples 1-4). 

Thus by this disclosure Schmerr anticipates the present claims. 

Claims 21-23 and 27-30 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Turif et al. (European Journal of Biocliemistry, 1988, Vol. 176, p. 21-30). 

Turk discloses a method for isolating the abnormal pathogenic form of prion protein 
PrP"^^ comprising adding a protease in the presence of detergent to a PrP"^*"^ containing sample, 
denaturing PrP"^ remaining in the sample, eluting the PrP'^ on a Protein A resin conjugated to an 
anti-PrP antibody and performing Westem blot after the eluting step (see the entire document, 
particularly Materials and Methods and Results). 

Thus by this disclosure Turk anticipates the present claims. 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schmerr et 
al. (US Patent 6,150,172) in alternative with Turk et al. (European Journal of Biochemistry, 
1988, Vol. 176, p. 21-30). 

Schmerr teaches SDS detergent at 5% and Turk teaches using 2% Triton or Nonidet 
detergents in their methods of isolating the abnormal pathogenic prion protein from a sample. 
Turk teaches using 0.1% SDS for Western blot analysis. Neither Schmerr nor Turk teach 0.1% 
detergent for preparation of pathogenic prion protein for detection or isolation. 

However it would have been within the ability of the skilled artisan at the time of the 
present invention to optimize the concenfration of detergent used for preparation of the prion 
containing sample. It would have been obvious to adjust the concentration of detergent to 0.1 %> 
because varying the detergent concentration would have been a routine optimization absent any 
unexpected results. 

Thus the present invention would have been prima facie obvious to the person of 
ordinary skill in the art at the time when the invention was made. 

Conclusion 

No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnieszka Boesen whose telephone number is 571-272-8035. 
The examiner can normally be reached on Monday through Friday from 9:00 AM to 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Agnieszka Boesen, Ph.D./ 
Examiner, Art Unit 1648 

/Stacy B Chen/ 

Primary Examiner, Art Unit 1648 



